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SEP 28 2000 


NDA 20-687 


Population Council 

Attention: Sandra P. Amold 
Vice President, Corporate Affairs 
1230 York Avenue 

New York, NY 10021 


Dear Ms. Armold: 


Please refer to your new drug application (NDA) dated March 14, 1996, received March 18, 1996, 
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for MIFEPREX™ 
(mifepristone) Tablets, 200 mg. 


We acknowledge receipt of your submissions dated April 19, June 20, July 25, August 15 and September 
16 and 26, 1996; January 30, March 31, July 28, August 5, September 24, November 26, 1997; January 
30 (2), February 19, April 27, June 25, October 26, December 8, 1998; February 8 and 22, March 31, 
April 28, May 10 and 20, June 3 (2), 15, 23, 25, and 30, July 14 (2) and 22, August 3, 13, 18 and 30, 
September 3, 8, 13 and 30, October 5, 26 and 28, November 16 and 29 (2), December 6, 7 and 23, 1999; 
and January 11, 21 and 28 (2), February 16 and 24, March 3, 6, 9, 10, 30 and 31 (2), April 20, May 3, 11 
and 17, June 22 and 23, July 11, 13, 25 and 27, August 18, 21 and 24, September 8, 12, 15 (2), 19 (2), 20, 
21, 22, 26 (2), and 27 (2), 2000. Your submission of March 30, 2000 constituted a complete response to 
our February 18, 2000 action letter. 


This new drug application provides for the use of Mifeprex™ for the medical termination of intrauterine 
pregnancy through 49 days’ pregnancy. 


We have completed the review of this application, as amended, and have concluded that adequate 
information has been presented to approve Mifeprex™ (mifepristone) Tablets, 200 mg, for use as 
recommended in the agreed upon labeling text. The application is approved under 21 CFR 314 Subpart 
H. Approval is effective on the date of this letter. Marketing of this drug product and related activities 
are to be in accordance with the substance and procedures of the referenced regulations. 


The final printed labeling (FPL) [including the professional labeling (Package Insert), the Medication 
Guide required for this product under 21 CFR Part 208, the Patient Agreement Form, and the Prescriber’s 
Agreement Form] must be identical to the submitted draft labeling (Package Insert, Medication Guide, 
Patient Agreement Form, and the Prescriber’s Agreement Form submitted September 27, 2000; and the 
immediate container and carton labels submitted July 25, 2000). Marketing the product with FPL that is 
not identical to the approved labeling text may render the product misbranded and an unapproved new 
drug. 


Please submit 20 paper copies of the FPL as soon as it is available, in no case more than 30 days after it is 
printed. Please individually mount ten of the copies on heavy-weight paper or similar material. 
Alternatively, you may submit the FPL electronically according to the guidance for industry titled 
Providing Regulatory Submissions in Electronic Format - NDAs (January 1999). For administrative 
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purposes, this submission should be designated "FPL for approved NDA 20-687." Approval of this 
submission by FDA is not required before the labeling is used. 


Under 21 CFR 314,520, distribution of the drug is restricted as follows: 


Mifeprex™ must be provided by or under the supervision of a physician who meets the following 
qualifications: 


¢ — Ability to assess the duration of pregnancy accurately, 
¢ — Ability to diagnose ectopic pregnancies, 


¢ — Ability to provide surgical intervention in cases of incomplete abortion or severe bleeding, or 
have made plans to provide such care through other qualified physicians, and are able to assure 
patient access to medical facilities equipped to provide blood transfusions and resuscitation, if 
necessary. 


° — Has read and understood the prescribing information of Mifeprex™, 


* — Must provide each patient with a Medication Guide and must fully explain the procedure to each 
patient, provide her with a copy of the Medication Guide and Patient Agreement, give her an 
Opportunity to read and discuss both the Medication Guide and the Patient Agreement, obtain her 
signature on the Patient Agreement and must sign it as well, 


¢ — Must notify the sponsor or its designate in writing as discussed in the Package Insert under the 
heading DOSAGE AND ADMINISTRATION in the event of an ongoing pregnancy, which is 
not terminated subsequent to the conclusion of the treatment procedure. 


¢ Must report any hospitalization, transfusion or other serious events to the sponsor or its designate. 


¢ Must record the Mifeprex™ package serial number in each patient’s record. 


With respect to the aspects of distribution other than physician qualifications described above, the 
following applies: 


¢ — Distribution will be in accordance with the system described in the March 30, 2000 submission. 
This plan assures the physical security of the drug product and provides specific requirements 
imposed by and on the distributor including procedures for storage, dosage tracking, damaged 
product returns, and other matters, 


We also note the following Phase 4 commitments, specified in your submission dated September 15, 
2000. These commitments replace all previous commitments cited in the September 18, 1996 and the 
February 18, 2000 approvable letters. These Phase 4 commitments are: 


1. A cohort-based study of safety outcomes of patients having medical abortion under the care of 
physicians with surgical intervention skills compared to physicians who refer their patients for 
surgical intervention. Previous study questions related to age, smoking, and follow-up on day 14 
(compliance with return visit) will be incorporated into this cohort study, as well as an audit of signed 
Patient Agreement forms. 
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2. A surveillance study on outcomes of ongoing pregnancies, 
You have agreed to provide the final Phase 4 protocols for these studies within six months. 


Protocols, data, and final reports should be submitted to your IND for this product and a copy of the eaver 
letter sent to this NDA. If an IND is not required to meet 


We also remind you that, under 2] CFR 3 14.550, after the initial 120 day period following this approval, 
you must submit all promotional materials, including promotional labeling as well as advertisements, at 


least 30 days prior to the intended time of initial dissemination of the labeling or initial publication of the 
advertisement. 


Be advised that, as of April 1, 1999, all applications for new active ingredients, new dosage forms, new 
indications, new routes of administration, and new dosing regimens are required to contain an assessment 
of the safety and effectiveness of the product in pediatric patients unless this requirement is waived or 
deferred (63 FR 66632). We are waiving the pediatric study requirement for this action on this 
application. 


Please submit one market package of the drug product when it is available. 


We remind you that you must comply with the requirements for an approved NDA set forth under 
21 CFR 314.80 and 314.81. 


APPEARS THIS WAY 
QN ORIGINAL 
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